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X Responsive to corTirT!LjrnicatiQn(s i fiiea on May 22. 20C0 

This action is FINAL. 

! Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 

i in accordance with the practice under Ex parte Qu^^d35 CD. 11; 453 O.G. 213. 

i A shortened statutory period for response to this action is set to expire 3 month(s), or thirty days, whichever is 

I longer, from the maiiing date of this communication. Failure to respond within the period for response wiil cause the 
i application to become abandoned. (35 U.S.C. § 133) Extensions of time may be obtained under the provisions of 
! 37 CFR 1 136(a) 

I Disposition of Claim 

j X --I.taimis 1-23. 30-35. 27-92. and 96-102 is/are pending in the appiicat 

! Of The aoove, clair^is) 67-72, 75 78. 81. 83. 84. 89-92. and 97-99 is/are withdrawn from consideration 

i C-laimiS) is/are ailowed 

X -riaimis- 1-28. 30-35. 37- 66. 73. 7i. 76. 77. 79. 80 . 82. 85- 88. 96. and 100-102 is/are rejected. 

■ "laimiS' iS/are objected to 

Z-3:\r:s ^ _ are subject to restriction or ejection requirement 

i Application Papers 

i See tne attached Notice 'i-f Draftspersons Patent Drawing Review, PTO-948. 

The drav/ing(s) filed on is/are objected to by the Examiner. 

The proposed drawing ccrrection, filed on is i approved . disapproved. 

The specification is objected to by the Examiner, 
"^he oath or -Ueclaration \s objected to by the Examiner 

Priority under 35 U.S.C. § 119 

A:know ed;;ement is made c*" s (:^3\m for foreign pric rity under 35 U.S.C. § 1 19(a)-{d). 

All Some* Ncne of the CERTIPiED copies of the prionty documents have been 



\ccc ve:! m *his natiDnsI st^ge apDiicat^c-n frori. Ire Internationai Bureau (POT Rule 1; 

' ..^efiiiiei.: L_'pie= I'lOt iece.vcc 

■"i -'i'-^ ecje'^ent is m?de cf a claim fo^ domestic crionty under 35 U S C § 119fe). 

Attach mGnt(s) 

I jotice 0* hcferonceB Cieo, FTO-:'92 

! "iiCii mat Of i ^'iS ^iOSore btatcii le: 5 i. r-' ; ; 44 r-^r^p^.:; - 

Interviev..' S.^mmary. PTO-413 

flotice 0^ D^af^spersDn s Patent r>rawing Reviev^/, PTO-948 
Notice o' infcrmal Patent Appiicat. on, PTC-15'J 
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Pursuant to the dirccti\ cs of paper No. 5 (filed 5/8/00), elaims L 30. 33, 37. 41. 65. 68 
ha\'e been amended, elaims 29. 36. 93-95 eaneelled. and elaims 100-102 added. Claims 1- 
28. 30-35, 37-92. 96-102 are pending. Claims 1-28, 30-35. 37-66, 73, 74, 76. 77, 79, 80. 
82. 85-88. 96, 100-102 are examined in this OlTiee action; claims 67-72. 75, 78, 81, 83. 84. 
89-92 and 97-99 are withdrawn from consideration. 

Applicants" arguments filed 5/8/00 have been considered and found persuasive. The 
pre\ iousl\ imposed rcjeclions are w ithdraw n. 

Revision of the abstract is required. First, the abstract must be grammatically complete. 
The first line of the abstract could recite, lor example the following: 

Disclosed herein are hepatitis C viral protease inhibitors of formula (I)... 
In addition, the length of the abstract should be reduced so that it is no more than about 2/3 
ot\i page: a thorough definition of all the substituent \ ariables is not required. 

ihc lollowing is a quotati(^n of the first paragraph ol 35 IJ.S.C. 1 12: 

Ml,* vT\'e'! !c:!i!on. coiiMiii ;i wfiucii JcsCiipUoti ol'tlic iiuciUioii. aiiJ of the iiuiniicr .uui prt)ccss ot ni^ikmi: and usiiil: \\ in Mich hili. 
L Icai". Lon^'i^c aiiJ c\at.l k'l iii^ a-. u> -.'i lai ji i; \Ki .^v -.k ; ;:: 11 a:"' !a li::J i " [vi' .ti"^. < n vm; i i ;\ i,;^ , . ,; . ^ ., iv^ ^ ::j;a";'- -:"a\ '-/:' 
make aiul use liic ><inic cuul ^hall ^ct Itirtli [he best mode eonteniphiied b> ihe iinciUt)r of earn mu out hi> nuenuon. 

Claims 1-35. 37-66. 73. 74. 76. 77. 79. 80. 82, 85-88. 96 are rejected under 35 IJ.S.C. 1 12. 
lirsl paragraph, as containing subject matter which w as not described in the specification in 
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such a \\a\ as to enable one skilled in the art to which it pertains, or w ith which it is most 
nearh' connected, to make and/or use the invention. 

Claim 1 recites the term "pharmaceuticalK' acceptable'^ claim 96 recites the term 
•"therapeuticalK acceptable"' in addition to '•pharmaceuticallN' acceptable". (See also, 
other independent claims such as claim 45). This implies an assertion of therapeutic 
efficacy. Applicants have show n that several of the claimed compounds are elTective to 
inhibit IICV protease in vitro, how^ever, it remains to be determined w^hether in fact this 
inhibition w ill occur in vivo, and il^it does, whether it will lead to a perceptible improvement 
in ihe cv)ndiiion of a patient afllicted w ith such an infection, bxlrapolation from the test 
tube to the intact mammal is a precarious proposition: more olten than not predictions oi^ 
success are not vindicated. it is suggested that the terms "therapeutical]} acceptable" 
and "pharmaceutical I\ acceptable*' be deleted. 

Chums 1-35. 37-66. 73. 74. 76. 77. 79. 80. 82. 85-88. 96 are rejected under 35 IJ.S.C. 
j:il 12 second paragraph, as being indefmite lor failing to particularl} point out and distinctl} 
claim the subject matter which applicant regards as the inventicMi. 

!n chum 1. tliird line from last, the following is recited: 
"A is h\ dro\\ or a pharmaceuticall) acceptLible sail of ester thcreol^* 
f irst, the term "pharmaceuticall} acceptable salt" appears again two lines later in the claim: 
its presence at this point appeal's to be redundant. Second, the phrase recites in essence an 
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cslcr ot^a h\dro\\' group. This is inaccurate and misleading. StriclK interpreted, the 

group thus described w ould be an anh\ dride. w hich is probahl) not intended. 1 either ol^the 

following could be used: 

A is hydroxy, or A, taken together M'ith the earbonyl group to which it is bonded, 
represents an ester group 

A, taken together with the earbonyl group to which it is bonded, represents a car boxy/ 
group or an ester group. 

l-aeh. 1)1^ the independent claims thai are drawn to compounds (e.g.. 1. 40. 45. 72) 

is indefinite as to limctional limitation. A functional limitation is required. The following 

is suggested for the first line of eh im 1 : 

A hepatitis C viral protease inhibitor compound of formula I, or a racemate, 
diasteriomer or optical isomer thereof... 

Also, with respect to claim 1 (and other independent claims), if applicants intend to claim 
mixtures ot compounds, as well as single, indiv idual compounds, then a clain^ should be 
added which specillcally ]-ecites a mixture, such as the folknving 

A nu.\tuj\ c (rn.^i>ling o! r(ffnp(Hifid Li^rdini: !o eh!:fn I . and o'/ ''east nnr 'v/cc^/^//^' 

(■Uisr(>rinn?('r nr nnf/cr/! isonier thereof 

In elami 1. on the last Inie of page 3 of paper No. 5. within the defmition of R2a. the 
following appears: "NKi^Ri-; Applicants are requested to explain the purpose of 
the colon, or chanue it to a semicolon. 



S e i: lal No. 3 6b^6 / vJ ~ '.^ ~ 

Applicants have directed that claim 23 be amended to delete ^^R,;,, whcrein^\ However, 
if this is done, the definition of variable R., then reads as follows: 

R., being substituted at any postion w ith X is CH or N 
This does not make sense grammaticall\ . Clarillcation is sought. 

Claim 32 recites "all of which optionally substituted". There is a grammatical error here. 
I hc follow ing IS suggested: 

each of\v/iich is optionally substituted. 
See also claim 63 with respect to this matter. 

Claim 58 refers to "the PI segmenf The presence of "PI ", "P2", "P3". "P4" above the 
formula (in claii]i 45) is noted: however, the term 'Tl segment" could still be viewed as 
lacking antecedent ba^is. There must he some mention of the term "IM segment'' in claim 
45. and soiuc indication of w hat it iiieans. 

In claim 54. line 2. "napht\imetho\\'" is misspelled. 

naim is (ira>\n to a mixture of compotmds. whereas claim 45. on \\hich it depends is 
drawn to a single compound. A siiigle compound is not a mixture. 
One option would be to add a claim such as the following, and then to make claim 59 
dependent on it: 




♦ 



Serial No. 368, 670 
Art Unit 165 3 



-6- 



A rnixfure coiisisli/ii!; of a conipouiul ciccordiiig to c/ai/u 45, (ogcl/icr with at least ofic 
stereoisomer thereof. 

Also ill claim 59. the term ^'racemic mixture ofdiastcriomers^' is somewhat superfluous under 
the circumstances. Relerenee to just diasteriomers would appear sulTicient. 

With respect to claims 48. 49. 55. 59. 60. 62. 66. applicants are requested to explain the 
purpose of the arrows, and to explain what would be lost if they were deleted. 

In claim 61. the term "said asymmetric carbon"' lacks antecedent basis in chiim 58. 



No claim is allowed. 

An) inquir\ concerning this communication or earlier communications from the examiner 
should be directed to David Lukton. Phone: (703) 308-3213. 

An inquir} of a general nature or relating to the status of this application should be directed 
to the Oroup receptionist whose telephone number is (703) 308-0196, 




